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DETAILED ACTION 

Amendments 

Applicants' amendments and request for reconsideration in the communication filed on 
8/6/07 are acknowledged and the amendments entered. 

Claims 1-5, 8-10, and 16 are currently pending and under consideration. 

Inventorship 

Applicant's request for amend the inventorship of the instant application to delete Albert 
Tarn as an inventor due to the claim amendment is acknowledged and accepted. Inventorship has 
been changed. 

Claim Rejections-35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to 
which it pertains, or with which it is most nearly connected, to make and use the same and shall set forth 
the best mode contemplated by the inventor of carrying out his invention. 

Claims 1-5, 8-10, and 16 are rejected under 35 U.S.C. 1 12, first paragraph, because the 
specification, while being enabling for detecting risk or presence of colon cancer, lung cancer, in 
a human patient, does not reasonably provide enablement for detecting risk or presence of colon 
cancer, lung cancers in a patient other than humans, or detecting risk or presence of cancers in 
human patient for cancers other than colon cancer, lung cancer, such as prostate cancer. The 
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specification does not enable any person skilled in the art to which it pertains, or with which it is 
most nearly connected, to use the invention commensurate in scope with these claims. 
This rejection is modified from the previous Office action. 

In In re Wands (8 USPQ2d 1400 (CAFC 1988)), the CAFC considered the issue of 
enablement in molecular biology. The CAFC summarized eight factors to be considered in a 
determination of "undue experimentation". These factors include: (a) the quantity of 
experimentation; (b) the amount of guidance presented; (c) the presence or absence of working 
examples; (d) the nature of the invention; (e) the state of the prior art; (f) the predictability of the 
prior art; (g) the breadth of the claims; and (h) the relative skill in the art. The factors are 
analyzed for the instant case as follows: 

In the instant case, the amount of experimentation required by the skilled artisan in order 
to practice detecting risk or presence of cancers other than colon cancer, lung cancer, such as 
prostate cancer would require an unpredictable amount of experimentation for the following 
reasons: 

The claims are drawn to nucleic acid molecules or a kit comprising the same for detecting 
a risk or presence of cancer in a patient (see claim 16). The specification on pages 394-395 
discloses that the expression of Cln224vl is altered, over-expressed or down-expressed, in 
certain percentages of colon cancer samples and lung cancer samples compared to their adjacent 
normal tissues in humans, but there is no description in the specification that this nucleic acid of 
Cln224vl is even expressed in a subject other than humans and/or its expression is altered in 
cancer samples of such subject compared to their adjacent normal tissues. Further, for cancers 
other than colon cancer and lung cancer, such as prostate cancer, in humans, there is no 
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description in the specification that the expression of Cln224vl is altered in the cancer compared 
to its adjacent normal tissues so that it can be used as a marker for detecting risk or presence of 
the cancer. Similarly, the specification does not provide guidance, nor does it provide any 
working example, as to how to use such a nucleic acid molecule or kit comprising the same to 
detect the risk or presence of any cancer other than colon cancer and lung cancer such as 
leukemia in a patient. 

The nature of the invention, i.e. a kit comprising a nucleic acid molecule for use to detect 
the risk or presence of a cancer in a patient, is complex. The prior art does not teach or fairly 
suggest such a kit. The skilled practitioner would first turn to the instant specification for 
guidance in practice of using the kit comprising the nucleic acid molecule comprising the 
sequence of SEQ ID NO:36 to detect the risk or presence of colon cancers or lung cancers in a 
patient other than a human patient such as an animal pet, or detecting the risk or presence of 
cancers in a human patient for any cancers other than colon cancer, lung cancer, such as prostate 
cancer or leukemia. However, the specification does not provide sufficient guidance or working 
example of practicing the invention. As such, the skilled practitioner would turn to the prior art 
for such guidance. However, the prior art does not teach such a kit. Finally, said practitioner 
would have to turn to trial and error experimentation for practicing using the claimed nucleic 
acid for detecting risk or presence of colon cancer, lung cancer in a patient other than humans, 
and cancers other than colon cancer, lung cancer, such as prostate cancer or leukemia in human s 
without adequate guidance from the specification or the prior art. Therefore, undue 
experimentation becomes the burden of the practitioner. 
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Applicant's arguments filed 8/6/07 have been fully considered but they are not 
persuasive. Applicant argues that the data shown on pages 391-395 of the specification 
demonstrate that Cln224vl is altered in cancer tissue compared to normal tissues including 
breast, ovary, pancreas, small intestines, stomach and testes. This is not found persuasive 
because the data shown on those pages are inconsistent for these types of cancers. For example, 
for cancer of the ovary, the table on page 393 shows that there is no expression of the gene in 
many ovarian cancers and normal tissues. For cancer of the pancreas, only one of out 3 shows 
high in the tumor. 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming 
the subject matter which the applicant regards as his invention. 

Claim 16 is rejected under 35 U.S.C. 1 12 , second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards as 
the invention. 

Claim 16 is written as including an apparent Markush group. However, it is an improper 
Markush claim and therefore the metes and bounds of the claim are not clear due to the use of 
the phrase "X is selected from the group comprising. . . ." The proper form of a Markush group 
should recite members as being "X is selected from the group consisting of. . .and . . .", or 
alternatively, "X is. . .or. . .". See MPEP 2173.05(h). 
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Provisional Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created doctrine 
grounded in public policy (a policy reflected in the statute) so as to prevent the unjustified or 
improper timewise extension of the "right to exclude" granted by a patent and to prevent possible 
harassment by multiple assignees. See In re Goodman, 1 1 F.3d 1046, 29 USPQ2d 2010 (Fed. 
Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 1985); In re Van Ornum, 686 
F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 F.2d 438, 164 USPQ 619 (CCPA 
1970);and, In re Thorington, 418 F.2d 528, 163 USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1 .321(c) may be used to 
overcome an actual or provisional rejection based on a nonstatutory double patenting ground 
provided the conflicting application or patent is shown to be commonly owned with this 
application. See 37 CFR 1.130(b). 

Effective January 1, 1994, a registered attorney or agent of record may sign a terminal 
disclaimer. A terminal disclaimer signed by the assignee must fully comply with 37 
CFR 3.73(b). 

Claims 1-6, 8-10, and 16 are provisionally rejected under the judicially created doctrine 
of obviousness-type double patenting as being unpatentable over claims 1-6, 8-10, 16 and 18 of 
US copending Application No. 10/558861. 



An obviousness-type double patenting rejection is appropriate where the conflicting claims 
are not identical, but an examined application claim is not patentably distinct from the 
reference claims because the examined claim is either anticipated by, or would have been 
obvious over, the reference claims. See, e.g., In re Berg, 140 F.3d 1428, 46 USPQ2d 1226 
(Fed. Cir. 1998); In re Goodman, 1 1 F.3d 1046, 29 USPQ2d 2010 (Fed. Cir. 1993); In re 
Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 1985). Although the conflicting claims are 
not identical, they are not patentably distinct from each other. 



This is a provisional obviousness-type double patenting rejection because the conflicting 
claims have not in fact been patented. 
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Claims 1-6, 8-10, and 16 of the instant application are drawn to nucleic acid molecules 
comprising the sequence of SEQ ID NO:36 or any nucleic acid that encodes the polypeptide of 
SEQ ID N):194, which is encoded by SEQ ID NO:36, or any nucleic acids that hybridize 
selectively with any of the above under stringent conditions. 

At least for one embodiment, 1-6, 8-10, 16 and 18 of US copending Application No. 
10/558861 are drawn to nucleic acid molecules comprising the sequence of SEQ ID NO:52 or 
any nucleic acid that hybridizes selectively with the sequence of SEQ ID NO:52. Sequence 
comparison performed by the Office shows that the sequence of SEQ ID NO:52 of the copending 
application is identical to the SEQ ID NO:36 of the instant application. Thus, claims 1-6, 8-10, 
and 16 of the instant application are anticipated by claims 1-6, 8-10, 16 and 18 of the copending 
US application, respectively. 

This rejection is reiterated from the previous Office action. In the response filed 8/6/07, 
applicant does not provide specific arguments against the rejection but argues that the instant 
application was filed earlier than 10/558861 and so it is the latter where a terminal disclaimer 
should be filed. This is not found persuasive because the examiner is rejecting the claims for 
double patenting not requesting filing a terminal disclaimer although the filing of which may 
overcome the rejection. Nevertheless, if the double patenting rejection is the only rejection left in 
the application, the application may go into allowance without a terminal disclaimer as it was 
filed earlier than 10/558861. 
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Conclusion 

No claim is allowed. 

Applicant's amendment necessitated the new ground(s) of rejection presented in this 
Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). 

Applicants are reminded of the extension of time policy as set forth in 37 C.F.R. §1.136 
(a). A shortened statutory period for response to this final action is set to expire three months 
from the date of this action. In the event a first response is filed within two months of the 
mailing date of this final action and the advisory action is not mailed until after the end of the 
three-month shortened statutory period, then the shortened statutory period will expire on the 
date the advisory action is mailed, and any extension fee pursuant to 37 C.F.R. §1.136 (a) 
will be calculated from the mailing date of the advisory action. In no event, however, will the 
statutory period for reply expire later than six months from the mailing date of this final 
action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Shubo (Joe) Zhou, whose telephone number is 571-272-0724. 
The examiner can normally be reached Monday-Friday from 8 A.M. to 4 P.M. If attempts to 
reach the examiner by telephone are unsuccessful, the examiner's supervisor, Marjorie Moran, 
can be reached on 571-272-0720. The fax phone number for the organization where this 
application or proceeding is assigned is 571-273-8300. 

Patent applicants with problems or questions regarding electronic images that can be 
viewed in the Patent Application Information Retrieval system (PAIR) can now contact the 
USPTO's Patent Electronic Business Center (Patent EBC) for assistance. Representatives are 
available to answer your questions daily from 6 am to midnight (EST). The toll free number is 
(866) 217-9197. When calling please have your application serial or patent number, the type of 
document you are having an image problem with, the number of pages and the specific nature of 
the problem. The Patent Electronic Business Center will notify applicants of the resolution of 
the problem within 5-7 business days. Applicants can also check PAIR to confirm that the 
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problem has been corrected. The USPTO's Patent Electronic Business Center is a complete 
service center supporting all patent business on the Internet. The USPTO's PAIR system 
provides Internet-based access to patent application status and history information. It also 
enables applicants to view the scanned images of their own application file folder(s) as well as 
general patent information available to the public. For all other customer support, please call the 
USPTO Call Center (UCC) at 800-786-9199. 



/Shubo (Joe) Zhou/ 
Shubo (Joe) Zhou, PH.D. 
Primary Examiner 



